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Serial No.: 09/273,230 

tn the Office Action mailed June 30 200a „i . • 

under 35 USC Section 103 fa) *Tt " 4 " 48 9Z « ^5ected 

310 (1981>. 5 ' 7 20, 9 54, and Burton et .1. ^ „. ^ Res 42(20):308 , 

Applicants reapeetfully request withdrawal of the rejection i„ • ■* 

fo3iowi. ng ^ n6ments and remarka . dent t:i :::i: :i? d 

herein to refer to a lower li mit for the HER2 antib od <, 

a0 mg / mL as supported on at least paqe T COne - nt «"<» °* -bout 

directed to SQ a dniai station L T " ^ additiOT < *B. 

„» h» . »««"t™tion, ha 8 ^en incorporated in daim 47 T h« e 

CJ.i». 43 ana 47 of tho pz „. M wllc . tlOD 00nc „„ ^^^j^j^^ 

1 alls to make out » Prima facie case for 

obviousness in that neither reference ref^~ «■« 

Ministration of a high HER2 antibrtd " ^ <Ktoi » t ***°» «■ 

a nigh HER2 antibody concentration formulation. 

As to SQ administration, the Examiner urges that t h .„ 

:r t atlon of success ^ Qne - = ™ * ~^ 

"-ion would constitute ^ 

where tho HER2 " * -ncer therapy 

n-re the HER2 antibody needs to get to its target site. 

With respect to the 50»g/»L-400^/ a L concentration of the HER2 antibody, the 

toaner urge, that "a pri.a Tacie case of obviousness exists where rZ 

ca^ed range, and prior ,tt ranges do not overlap but are close enough that 

^ .HI ed xn the art would have expected the, to have the sa*e properties « 
„ and 4V as amended hercln recifce P Pert.es. 
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Serial No.: 09/273,230 

antibody concentration is about 80mg/mL. The cited art, on the other hand, 
refers to an upper l imit t „ the antibody concentration .„ the foiaulatlen Qf 

~\o7o X 7 r :~ 3 aubrait that the skill€d person MOUld cle *^ 

« 2 , J r as the cited art to be ~ ci ° s « en °^ h " *° -^/-l- 

such that the foliation* in the prior art and the pre8 en1- 
application would have the m properties, indeed, the concentration of 
antibody delivered would be subatantially different. Moreover, while high 
antibody concentrations as presently claimed have decreased stability e Q 

T<\VV r * g * ti0n ' Pr69ent applic9tio " castrates how to ^ake a stable 

Mflh HER2 antibody concentration formulations suitable for SO administration. 
Such guidance is aot provided oy the ^ ayfc> Submit ^ 

tho pending claims are patentable over the cited art. 

Reconsideration and withdrawal of the reaction is respectfully revested in 

view of the above amendments and remarks. 

Respectfully submitted, 
GENENTECH, INC. 




Wend? Lee 
Reg- No- 40,378 
Telephone: (650) 225-1994 
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